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(57) Abstract 

A plug system for a low profile hollow catheter or other guidewire or balloon catheter, which catheter (11) has a distal portion and a 
proximal portion and at least one lumen (I la) in fluid communication therebetween. The catheter (11) further has an outer diameter in the 
range of about 0.01" to 0.04" and an inner diameter in the range of about 0.007" to 0.035". The plug system comprises an elastomeric plug 
(10) for engaging and sealing a proximal open end of the catheter in such a way that the maximum outer diameter of the plug (10) does 
not exceed the outer diameter of the catheter (11). A low profile fluid delivery and sealing system for a catheter (11) with a lumen (11a) 
comprises a pierceable and self-resealable member (10, 30, 40, 50) sealably coupled to the lumen at a proximal portion of the catheter (11) 
forming an assembly. The transverse cross-sectional area of the assembly as viewed along a longitudinal axis of the catheter (11) does not 
exceed 150 % of the original transverse cross-sectional area of the catheter (1 1). 



FOR THE PURPOSES OP INFORMATION ONLY 
Codes used to identify States party to the PCT on the front pages of pamphlets publishing international applications under the PCT. 



AL 


Albania 


ES 


Spain 


LS 


Lesotho 


SI 


Slovenia 


AM 


Armenia 


FI 


Finland 


LT 


Lithuania 


SK 


Slovakia 


AT 


Austria 


FR 


France 


LU 


Luxembourg 


SN 


Senega] 


AU 


Australia 


GA 


Gabon 


LV 


Latvia 


SZ 


Swaziland 


AZ 


Azerbaijan 


GB 


United Kingdom 


MC 


Monaco 


TD 


Chad 


BA 


Bosnia and Herzegovina 


GE 


Georgia 


MD 


Republic of Moldova 


TG 


Togo 


BB 


Barbados 


GH 


Ghana 


MG 


Madagascar 


TJ 


Tajikistan 


BE 


Belgium 


GN 


Guinea 


MK 


The former Yugoslav 


TM 


Turkmenistan 


BF 


Burkina Faso 


GR 


Greece 




Republic of Macedonia 


TR 


Turkey 


BG 


Bulgaria 


HU 


Hungary 


ML 


Mali 


TT 


Trinidad and Tobago 


Bj 


Benin 


IB 


Ireland 


MN 


Mongolia 


UA 


Ukraine 


BR 


Brazil 


IL 


Israel 


MR 


Mauritania 


UG 


Uganda 


BY 


Belarus 


IS 


Iceland 


MW 


Malawi 


US 


United States of America 


CA 


Canada 


IT 


Italy 


MX 


Mexico 


UZ 


Uzbekistan 


CF 


Central African Republic 


JP 


Japan 


NE 


Niger 


VN 


Viet Nam 


CG 


Congo 


KE 


Kenya 


NL 


Netherlands 


YU 


Yugoslavia 


CH 


Switzerland 


KG 


Kyrgyzstan 


NO 


Norway 


ZW 


Zimbabwe 


CI 


Cflte d* I voire 


KP 


Democratic People's 


NZ 


New Zealand 






CM 


Cameroon 




Republic of Korea 


PL 


Poland 






CN 


China 


KR 


Republic of Korea 


PT 


Portugal 






CU 


Cuba 


KZ 


Kazakstan 


RO 


Romania 






cz 


Czech Republic 


LC 


Saint Lucia 


RU 


Russian Federation 






DE 


Germany 


LI 


Liechtenstein 


SD 


Sudan 






DK 

EE 


Denmark 
Estonia 


LK 
LR 


Sri Lanka 
Liberia 


SE 
SG 


Sweden 
Singapore 







WO 99/42161 PCT/US99/03545 

•1- 

LOW PROFILE FLUID DELIVERY AND SEALING 
SYSTEM FOR A CATHETER 

Background of the Invention 

Field of the invention 

5 The present invention relates to a low profDe fluid delivery and sealing system for delivering a fluid to a 

low profile catheter, and, more particularly, for inflating or deflating a balloon on a guide or other catheter. 
Description of the Related Art 

Guidewires or guide catheters are conventionally used to guide the insertion of various medical instruments, 
such as catheters, to a desired treatment location within a patient's vasculature. In a typical procedure, the clinician 

10 forms an access point for the guidewire by creating an opening in a peripheral blood vessel, such as the femoral 
artery. The highly flexible guidewire is then introduced through the opening into the peripheral blood vessel, and is 
then advanced by the clinician through the patient's blood vessels until the guidewire extends across the vessel 
segment to be treated. Various treatment catheters, such as a balloon dilatation catheter for a percutaneous 
transluminal coronary angioplasty, may then be inserted over the guidewire and similarly advanced through vasculature 

15 until they reach the treatment site. 

In certain treatment procedures, it is desirable to successively introduce and then remove a number of 
different treatment catheters over a guidewire that has been placed in a particular location. In other words, one 
treatment catheter is "exchanged" for another over a single guidewire. Such an exchange typically involves 
withdrawing the treatment catheter over the guidewire until the treatment catheter is fully removed from the patient 

20 and the portion of the guidewire which extends from the patient. The guidewire is then available to act as a guide 
for a different treatment catheter. 

In an emboli containment device, which may utilize an occlusion balloon, it may be desirable to exchange 
therapeutic catheters without deflating the occlusion balloon. Further, in another type of catheter it is sometimes 
advantageous to anchor the guidewire during the exchange using a distal inflatable balloon. As can be readily 

25 appreciated, the withdrawal of treatment catheters over a placed guidewire may result in the guidewire being 
displaced from its position. To overcome this difficulty, the prior art has developed n anchorabfe n guidewires, which 
generally feature some structure on their distal ends to releasabhy secure the guidewire at a particular location in 
the patient for the duration of the medical procedure. One such anchorable guidewire is disclosed in U.S. Patent 
No. 5,167,239 to Cohen et al., which discloses a hollow guidewire with an inflation lumen and an expandable balloon 

30 on its end. The Cohen guidewire is positioned in the same manner as a conventional wire guidewire, but once 
placed, its expandable balloon is inflated to contact the surrounding vasculature, thereby preventing the guidewire 
from being displaced. 

Because a permanent inflation manifold, of the type used with conventional catheters having an inflatable 
balloon, would prevent other catheters from being inserted over the Cohen guidewire, the Cohen device also includes 
35 a removable inflation manifold, and a check valve to maintain the balloon in the inflated state when the manifold 
is removed. The check valve apparatus used by the Cohen device is relatively bulky, and is described as having an 



SUBSTITUTE SHEET (RULE 26) 



WO 99/42161 PCTAJS99/03545 

-2- 

outer diameter in its preferred embodiment of 0.0355 inches. Consequently, any treatment catheter intended to be 
inserted over the Cohen device must have an interior guidewire lumen larger than the outer diameter of the Cohen 
valve, which for the preferred embodiment, requires an interior lumen with a diameter of more than 0.0355 inches. 
As is readfly appreciated by those of skill in the art, increasing the interior lumen size of a treatment 
5 catheter results in an increase in the outer diameter of the treatment catheter. For treatment procedures which take 
place in vasculature having a large blood vessel diameter, such as iliac arteries, a treatment catheter guidewire lumen 
of a size necessary to accommodate devices such as those described by Cohen would have little or no affect on the 
ability of the catheter to fit within the blood vessel. However, many blood vessels, where it is desirable to apply 
a catheter treatment, are quite narrow. For example, the left coronary arteries are blood vessels having diameters 

10 ranging from 2 to 4 mm, and are susceptible to plaque. It would be desirable to use a catheter exchange treatment 
procedure, such as angioplasty, to treat such lesions, but the narrow diameter of the coronary vessels makes use 
of anchorable guidewires having large valve diameters impractical. 

In other applications, it may be desirable to deliver fluids through a low profile, hollow guidewire or similar 
low profile catheter. Such fluids may provide irrigation, blood perfusion, drug delivery, and the like, to the treatment 

15 she. 

Consequently, there exists a need for a very low profile fluid delivery and sealing system which can be used 
with a hollow guidewire or a catheter. The present invention provides such a system. 

Summary of the Invention 

According to one aspect of the present invention, a plug system for a guide catheter or a balloon catheter 

20 is provided. The catheter has a balloon thereon and at least one lumen in fluid communication with the balloon. 
Preferably, the catheter has an outer diameter in the range of ebout 0.01" to 0.041", and an inner diameter in the 
range of about 0.007" to 0.035". The plug system comprises an eiastomeric plug for engaging and sealing a 
proximal open end or other opening in the proximal portion of the catheter in such a way that the maximum outer 
diameter of the plug does not exceed 140% of the outer diameter of the catheter. 

25 According to another aspect of the present invention, a low profile fluid delivery and sealing system for a 

catheter with a lumen is provided. This low profile system comprises a pierceable and self-resealable member 
sealably coupled to the lumen at a proximal open end or other opening in the proximal portion of the catheter forming 
an assembly. The transverse cross sectional area of the assembly as viewed along a longitudinal axis of the catheter 
does not exceed substantially the original transverse cross sectional area of the catheter, and preferably is less than 

30 such cross-sectional area while allowing accessibility to the lumen through the member, in cases where the cross- 
sectional area of the assembly is greater than that of the original cross-sectional area, it should be minimized so as 
to be, for example, less than 150% thereof. 

According to still another aspect of the present invention, a method for sealing or delivering a fluid into a 
lumen of a catheter is provided. The catheter has an opening in fluid communication with the lumen. The method 

35 comprises the steps of: a) providing an eiastomeric member to seal the opening of the lumen of the catheter; b) 
providing a syringe with a needle, and inserting the needle into the lumen through the eiastomeric member and the 
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opening so as to establish fluid communication between the lumen and the syringe; and c) removing the needle to 
allow the elastomeric member to self-seaL Another step of guiding the needle into the sealed lumen is disclosed. 

In another aspect of the present invention, there are provided specially designed adaptors and syringes 
which can be used with the fluid delivering and sealing system of the present invention. 
5 This invention allows a balloon to be inflated and kept inflated with minimum or no increase in catheter 

profile. Alternatively, the catheter can be used for other fluid delivery applications. The system of the present 
invention is simple and reliable with minimal mechanism and parts, which greatly reduces the manufacturing cost and 
the risk of error during a surgical operation. 

This invention is preferably used with guidewires and catheters with low profile. However, it can be also 
10 used with other tubings of small diameters. 

Brief Description of the Drawings 
FIGURE 1 shows a cross-sectional view of a plug system according to one embodiment of the present 

invention; 

FIGURE 2 shows an exploded view of the plug system of FIGURE 1; 
15 FIGURE 3 A shows a cross-sectional view along the longitudinal axis a catheter with a plug in accordance 

with another embodiment of the present invention; 

FIGURES 3B, 3B-1 and 3C show a cross-sectional view of a plugged catheter with two lumens in 
accordance with other embodiments of the present invention. 

FIGURE 4A shows a cross-sectional view of a catheter coated with a plugging layer in accordance with 
20 one embodiment of the present invention. 

FIGURE 4B shows a cross-sectional view of a catheter with two lumens coated with a plugging layer in 
accordance with one embodiment of the present invention. 

FIGURE 4C shows a cross-sectional view of the catheter of FIGURE 4B as viewed along 4c-4c direction 
accordance with one embodiment of the present invention. 
25 FIGURE 5 shows a cross-sectional view of a catheter, a portion of which is replaced with a pierceable 

member in accordance with one embodiment of the present invention. 

FIGURE 6 shows an adaptor used for the catheter shown in FIGURE 48. 

FIGURES 7A, 7B, 7C and 7D show a perfusion catheter with two lumens and an adaptor used for the 
catheter in accordance with one embodiment of the present invention. 
30 FIGURE 8 shows a cross-sectional view along the longitudinal axis of a low volume syringe according to 

one embodiment of the present invention. 

FIGURE 8A shows a cross-sectional schematic view of the stop mechanism of the low volume syringe of 
Figure 8. 

FIGURE 9 shows an end view of the low volume syringe of Figure 8; 
35 FIGURE 10 shows a syringe having an alternative embodiment of a stop member. 

FIGURES 11 A and 11B show a syringe having yet another embodiment of a stop member. 
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FIGURE 12 shows a preferred embodiment of a high pressure syringe assembly with an exploded view of 
the plunger stop mechanism; 

Detailed Description of the Preferred Embodiments 
In a preferred aspect, the present invention provides a plugging and sealing mechanism for a low profile 
5 guide catheter having an occlusion balloon or other medical balloon devices or other catheters. The mechanism can 
keep the balloon inflated and keep the pressure of the balloon. In the meantime, the plugging mechanism does not 
increase or just slightly increase the overall profile of the catheter so that exchange of devices over the catheter 
can be conducted without removing the plugging mechanism. 

However, it will be recognized that the principals of the present invention apply equally well to other fluid 
10 delivery applications, such as irrigation, blood perfusion, drug delivery and the like. Moreover, as described herein, 
"pkig" or "seal," and tha like, may have reference to either the complete or partial blockage of fluid communication 
in the hollow catheter, as is appropriate for the particular application. As described herein, the plugging mechanism 
can be appfied at various locations on the catheter, including the proximal open end, side openings or other ports, 
and the like. 

15 According to one aspect of the present invention, the plugging mechanism can be a plug inserted into a 

lumen of a guidewire or a catheter which seals the lumen usually at the proximal end of the catheter. The lumen 
can be in fluid communication with a balloon located near the distal end of the catheter. The plug can be made of 
various forms. For example, it can be an elongated sofid body with a cross section matching the cross section of 
the lumen. It may also have a cap-like shape with side walls defining a space for receiving the proximal end of the 

20 catheter. In the case of the elongated solid plug, the profile of the catheter remains the same after the plug is 
inserted into the lumen. When a cap like plug is used, the profile of the catheter at the conjunction area between 
the catheter and the cap-like plug is increased by 2 times thickness of the side wall of the cap-fike plug. Therefore, 
the thickness of the side wall needs to be minimized in order to keep a low profile. But the side wall has to be 
thick enough to provide the strength for holding the plug in position and sealing the open end of the catheter. 

25 Preferably, the side wall thickness is less than 0.005". 

The plug usually seals the open end of the catheter. In order to deliver a fluid to the lumen, for example, 
to inflate a balloon, a needle is pierced through the plug into the lumen to inject an inflation fluid. In viaw of the 
small cross sectional area, the length or thickness of the plug in the direction of the needle piercing should be large 
enough to provide enough material so that when the needle is removed from the plug, the piercing pass in the plug 

30 can be reseated due to the elasticity of the plug material. The thickness usually is in the range of about 0.05 to 
0.5". 

The plugging mechanism of the present invention can be also provided as a seaBng or plugging layer or 
membrane. In this case, the side wall of a catheter has an opening. A sealing layer is secured around the opening 
so that the opening is covered and sealed by the sealing layer. Again the thickness of the sealing layer is preferably 
35 less than 0.005". It can be eiso made of a tube shape having a diameter similar to that of the catheter. The tube 
is connected into the catheter at its two ends and becomes a portion of the catheter. 
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Any suitable biocompatible materials which reseai itself after a piercing needle is removed, and which stand 
a pressure of up to 20 atm or higher resulting from the inflation fluid inside the catheter, can be used for the plug. 
Examples of suitable materials include sicon, Urethane, latex, and Cf lex. The plug may be molded or extruded, and 
attached to the catheter by adhesh/es such as cyanoacrylate. Other materials such as gels (silicone gels or other 
5 type) can also be used. As an example, the plug can be injection molded with Cf lex elastomer (20A to 70A Shone 
A Hardness). C-f lex elastomer and silicone can be extruded as solid rod and cut to appropriate length. Silicone plug 
can be also molded into plug shape by liquid injection molding. In this case, two liquid components of silicone are 
mixed just prior to injection into a hot mold. Latex and Urethane can be molded by dip-coating method. A core of 
appropriate shape is dipped into e hot Squid resin, removed and cooled. Then the plug of a shape corresponding to 
10 that of the corB is stripped off the core. 

Also, the plug system of the present invention can be used for catheters of various sizes. Catheters with 
an outer diameter in the range of about 0.01-0.04" and an inner diameter in the range of about 0.007-0.035" are 
preferred. More preferably, the catheter has an outer diameter in the range of about 0.01-0.021" and an inner 
diameter in the range of about 0.007-0.01 7*. The catheter can be made of stainless steel polyethylene, Pebax, 
15 Nitinol, or any other suitable materials. 

Due to its small dimension, it is potentially difficult to insert a needle through the plug to an accurate 
position. Thus, in another aspect of the present invention, adaptors contain a guiding mechanism to guide the needle 
to the piercing point. It is also important to deliver an accurate amount of fluid to a catheter, particularly, when 
a low profile catheter is involved. Syringes capable of accurately delivering a small volume of fluid are provided. 
20 Those syringes can be used in combination with the adaptors. 

The plug and sealing mechanism of the present invention will be described in more detail by referring to 
the drawings. Also provided in the present invention are adaptors and syringes which can be used with the plugging 
and sealing mechanism. 

As shown in FIGURES 1 and 2, in one embodiment of the present invention, the plug system includes a 
25 plug 10 which is inserted into an open end of a lumen of a catheter 11 when in use. The lumen is in fluid 
communication with the balloon on the catheter 11. Plug 10 should be pierceable by a needle. Preferably, plug 10 
is made of elastomeric material such as latex, silicone or C-Ftox. The plug can be of any proper shape and dimension 
as long as they match with those of the catheter. As in most cases, the lumen of catheter 11 has a cylindrical 
shape, as does the plug. The outer diameter of plug 10 should match with the inner diameter of the catheter 11, 
30 that is, the outer diameter of plug 10 should be large enough so that when it is inserted into catheter 1 1 a desired 
degree of seal, such as a fluid-tight seal between the plug 10 and the inner surface of the lumen of catheter 1 1 can 
be achieved. However, the plug 10 should be able to be inserted into the lumen of the catheter 11 conveniently. 
In order to facilitate the insertion of plug 10, plug 10 can be tapered at the inserting end, or plug 10 can be made 
of a truncated conical shape. The entire plug 10 does not have to be inserted into the catheter 11. The length of 
35 plug 10 being inserted into the catheter 11 is determined by the sealing requirement and the pierceability of the 
needle. The maximal length of the plug is limited by the length of the needle and the minimal length is limited by 
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the sealing requirement. For example, the plug may have a length in the range of about 0.05 to 0.5". Alternatively, 
plug 10 can be buOt into the lumen of catheter 11, for example, by molding. 

Also shown in FIGURES 1 and 2 is a syringe 13 having a needle 15. Needle 15 can be any proper 
conventional needle. Syringe 13 can ba any proper type of syringes and can be manually or automatically controlled. 
5 At one end of the syringe body where needle 15 is attached to, it is provided with a male thread 12 for engaging 
an injection guide 14. Syringe 13 and injection guide 14 can also be attached to each other by other means, such 
as glue, injection guide 14 has an elongated body with an aperture 16 along the longitudinal axis of the injection 
guide. Injection guide 14 is designed to help align plug 10 inserted in catheter 11 with needle 15. The shape of 
aperture 16 of injection guide 14 is designed to match the outer shape at one end of the catheter 11 so that the 

10 catheter 1 1 can be inserted into aperture 16 easily and move smoothly therein along the longitudinal axis of aperture 
16. In the case of a cylindrical catheter, the aperture should be cylindrical and have an inner diameter slightly larger 
than the outer diameter of catheter 11. Preferably, aperture 16 is flared at one end where the catheter 11 is 
received. Injection guide 14 can be made of rigid material such as plastics. 

FIGURES 3A-3C show several different examples of the plug system. FIGURE 3A shows a cap plug 10 

15 having a body 30 and a side wail 32. Side wall 32 defines a space for receiving an open end of the catheter 11. 
The thickness of the body 30 is preferably in the range of about 0.05 to 0.5" depending on the diameter of the 
catheter 11. Side wall 32 is secured and sealed to the open end, for example, by glue or fusion. The thickness 
of the side wall 32 is preferably less than 0.005". The outer diameter the plug 10 should be minimized, and should 
not exceed 150% of the original outer diameter of the catheter 11. 

20 FIGURE 3B shows a catheter 11a which has two lumens. Each lumen has a plug (10a and 10b). Plugs 

10a and 10b are similar to those plugs described previously. It is also possible to provide a hole or several holes 
42a on the walls of the catheter 11 or 11a at the portion which engages plugs 10a and 10b, as shown in FIGURE 
3B-1. Hole 42a creates a lock for the plug and, thus, helps to secure the plug into the catheter. FIGURE 3C 
shows a catheter 11a having two lumens. A cap plug is provided to plug and seal the open ends of the two lumens. 

25 Similarly, the catheter-plug assemblies shown in FIGURES 3A and 3C may be provided with hole 42a on the wafi 
of the catheter to better secure the plug. 

FIGURES 4A and 4B show two other examples of the plug mechanism of the present invention. In these 
embodiments, an opening is provided on the shaft wall of the catheter and covered with a plugging or sealing layer. 
FIGURE 4A shows a catheter 1 1 with one lumen. There is an opening 42 provided on the shaft wail of catheter 

30 11. Opening 42 is covered with a sealing layer 40. Layer 40 can be made of the same material as plug 10, and 
preferably is glued or fused to the shaft wall of the catheter 11. The thickness of the sealing layer 40 is preferably 
less than 0.005" or less than 40% of the outer diameter of the catheter 11. FIGURE 48 shows a catheter 11a 
with two lumens. Each lumen is connected to an opening 42, respectively. Openings 42 are covered and sealed 
by a seaRng layer 40. In use a needle is pierced through the seating layer 40 and the opening 42 into the lumen 

35 to inject a fluid such as an inflation fluid into the lumen and a balloon connected with the lumen. As will be 
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discussed later, an adaptor is provided in the present invention to guide a syringe to the opening 42 because the 
opening has a small dimension and is not visible from the outside. 

FIGURE 5 shows another example of the plug and sealing mechanism of the present invention. In this 
embodiment a tube of pierceabie material having a similar diameter to that of a catheter 1 1 is inserted into the 
5 catheter 1 1 and forms a portion of the catheter. Each of the two open ends of the tube 50 is preferably glued or 
fused to an open end of the catheter 11. The materials suitable for plug 10 can be also used for the tube 50. But 
a greater strength is desirable for the tube 50. 

FIGURE 6 shows an adaptor which can be used with a catheter having side openings or ports, similar to 
those shown in FIGURES 4 and 5. The adaptor 60 has two wrap-around, or side accessible, or open half shells 

10 64. Thus, adaptor 60 is removable and replaceable. The two half shells 64 can be joined together through a hinged 
section 66. Each half shell 64 has a tapered and sharp needle 15 that rides inside a guide channel 68. The angle 
between the guide channel 68 and the surface of thB shaft of the catheter 11a and the tip taper of the needle 15 
are designed to achieve optimal penetration force and cut. The needle 15 can be connected to a threaded Luer 62. 
A push button or screw drive mechanism can be used to push the needle 15 inside the catheter 11a to a 

15 predetermined length. A locking mechanism 70 is provided to lock the adaptor 60 in position. As shown, the locking 
mechanism 70 can be formed by a projection extending along the open edge of a half shell 64 in the direction parallel 
to the axis of the catheter 1 la, and a notch extending along the open edge of the other half shell 64 in the direction 
parallel to the axis of the catheter 11a. The notch engages the projection to hold the adaptor 60 on the catheter 
11a when the two half shells 64 are brought together. The adaptor 60 can be made of metal such as stainless 

20 steel or rigid plastics such as polycarbonate. There are either visual markers on the catheter that needs to be 
aligned with in the adaptor or other stop mechanism that helps align the opening 42 of the catheter with the guide 
channel 68 of the adaptor 60. 

FIGURES 7 A, 7B, 7C and 7D show a perfusion catheter 1 1 with two lumens and an adaptor used for the 
catheter hi accordance with one embodiment of the present invention. The catheter 11 has two lumens 11a and 

25 1 lb. One of the lumens 1 la is in fluid communication with a distal balloon and is plugged at the proximal end of 
the catheter 11 with any suitable plug as described previously. The other lumen 11b is for perfusion (blood/drug) 
which has a relative large opening 74 on side wall of catheter 11. A flexible tube 72, such as a Nitinol tube, has 
an opening 74a on its side wall similar to opening 74 in size and shape. Tube 72 is slid over catheter 1 1 forming 
an assembly 76 with opening 74 and 74a aligned with each other. The assembly 76 is inserted into a Y-shaped 

30 adaptor 70. The passage 78 formed between opening 74, 74a and the Y-shaped adaptor is used to introduce a 
perfusion fluid. 

In order to be able to deliver an accurate amount of an inflation fluid to the balloon, a variety of tow 
volume syringes to be used with the plug system although, relatively large volume syringes can also be used in the 
plug system. Other syringesscompatible with the principles of the present invention are described in assignee's 
35 co pending U.S. Application Serial No. 09/025,991 (Attorney Docket PERCUS.023CP1) filed on February 19, 1998, 
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which is entitled SYRINGE AND METHOD FOR INFLATING LOW VOLUME CATHETER BALLOON, the entirety of which 
is hereby incorporated by reference. 

A low volume syringe 13 is shown schematically in FIGURE 8. The type or size illustrated is a 0.5 cc 
tuberculin syringe, although other size syringes may be used. The resultant displacement required for delivery of 
5 about 0.1 cc fluid is about 10 mm for a 0.25 cc syringe. Indicia 142 may be provided along the length of the 
exterior surface of a cylinder 144 for visual aid of the clinician during use. However, as described beiow in more 
detail a stop mechanism is advantageously provided on the syringe 13 in order to accurately limit the inflation fluid 
intake and expulsion, thereby providing a means for the clinician to safely and accurately perform the desired 
procedure. 

10 Referring to FIGURES 8 and 9, the elongate body of the syringe comprises a cylinder 144 having a stop 

or flange 146 extending radially outward at a proximal end and being attached at a distal end to needle 15. 
Preferably, injection guide 14 (not shown) can be provided surrounding the needle 15 in a manner as described 
previously. The distal end of the cylinder 144 has a nose portion 148 with a reduced diameter for connection with 
the needle 15. A plunger 150 has a shaft 152 of appropriate length and a resilient piston 154 attached at its distal 

15 end. The shaft 152 is inserted in a central lumen 156 of the cylinder and the piston 154 provides sealing 
engagement with the inner surface of the cylinder 141. The plunger 150 has a disk 158 at the proximal end of the 
shaft 152 for operation of the plunger 150. A preferred source for unmodified, conventional syringes is Becton 
Dickinson & Co. of Franklin Lakes, New Jersey. 

In the embodiment of FIGURES 8 and 9, the limiting of the fluid intake and expulsion is accomplished by 

20 a tube 170 on the plunger 150 which are contained within the lumen 156 of the cylinder 144. The tube 170 has 
a length shorter than the lengths of the cylinder 144 and the shaft 152 and this length determines the volumetric 
intake and expulsion of the fluid from the syringe. The inner diameter of the tube 70 is preferably sized to be 
approximately the same as the outer diameter of the plunger shaft 152. The tube 170 is circumferentially attached 
to the plunger shaft 152, as shown in FIGURE 9. Preferably, an adhesive, such as LOCTITE (TM) 4011 is used 

25 to secure the tube 170 to the shaft 152; although, attachment of the tube 170 to the plunger shaft 152 is not 
required to achieve the benefits of the present invention. 

In use, for intake of the inflation fluid, a proximal end of the tube 170 contacts a distal face 172 of an 
insert within the barrel 174, as shown in more detail in FIGURE 8A, thus providing a stop mechanism for limiting 
the intake of inflation fluid (and thereby limiting the amount of fluid which is available for inflation). The barrel 174 

30 is attached to a proximal face 176 of the flange 146 and thereby limits the plunger's outward or proximal travel 
with respect to the cylinder 144. The barrel 174 has a central channel 178 sized to allow the plunger shaft 152 
to slide through, but not the plunger shaft 152 having the tube 170 surrounding it. Preferably, the distal end of 
the barrel 174 is secured to the face 176 of the flange 146 using adhesive. Alternatively, the tube 170 and barrel 
174 may be integrally formed with the plunger 150 and flange 146, respectively, of the syringe 13. 

35 It will be noted from FIGURE 8 that the proximal face 173 of the barrel 174 can be positioned a 

predetermined distance from the disk 158. In other words, the length of the barrel 174 can be varied so that the 
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proximal surface 173 thereof may also serve as a stop mechanism, alone or in combination with action of the tube 



For the 0.5 cc syringe shown, preferred dimensions of the tube 170 include an 00 of about 0.135" and 
an ID of about 0.127", with a tube length of about 115 mm. The preferred tube material is nylon 12. The 
corresponding preferred dimensions of the barrel 174 are an OD of about 0.288" and an ID of about 0.128", with 
a barrel length of about 0.260". The preferred barrel material is a polycarbonate. 

An alternative embodiment of the low volume syringe is shown in FIGURE 10. wherein a conventional 
syringe 188 is retro-fit with a stop member 180 that is attached over the proximal end of the syringe. The member 
180 includes an attachment portion 182 and two limiting portions 184, 186. The attachment portion 182 is at the 
distal end of the member 180 and may be secured to the distal face 177 of the cylinder flange 146 using adhesive, 
or it may be attached to the outer surface of the cylinder 144. The limiting portion 186 at the proximal end of the 
member extends proximally past the plunger disk 158, or in a direction away from the plunger shaft 152. At least 
this portion 186 should be limited to two segments of an annular disk of no more than about 45 degrees each, for 
example, to allow a proximal opening sufficient for a thumb or the like to access the plunger disk 158. The other 
limiting portion 184, intermediate the other portions 182, 186, is positioned between the cylinder flange 146 and 
the plunger disk 158. Thus, the limiting portions 184, 186 form the intake and delivery stops for the modified 
syringe 188; although, in alternative embodiments, the portion 184 may be omitted without loss of benefit of the 
present invention. 

Another embodiment of a retro-fit stop member 190 for a conventional syringe is shown in FIGURES 11A 
and 1 1B. A preferably C-shaped attachment disk 192 has an arm 194 extending transverse to its diameter and 
parallel to the length of the syringe cylinder 144. A smaller disk 196 is provided at right angles to the arm 1911 
and is substantially parallel to and aligned over the C-shaped disk 192. The opening of the C-shaped disk 192 allows 
the member 190 to be snapped into place over the distal end of the syringe cylinder 144 and is preferably left free 
to slide thereover. The smaller disk 196 is preferably glued to the outer face of the plunger disk 158. Alternatively, 
the C-shaped disk 192 could be glued into place on the cylinder 144, and the smaller disk 196 could be left free 
to engage and disengage the plunger disk 158 during use. Thus, the intake or travel of the plunger 150 in this 
modified syringe is limited by the length of the arm 194 of the stop member 190. 

Another arm (not shown) comprising a member extending parallel to the C-shaped disk 192 and smaller disk 
196 and provided along the longitudinal arm 194 between the two disks 192, 198 may be provided to limit the 
amount delivered by the syringe, in a manner similar to FIGURE 10. Although, if the predetermined amount of fluid 
to be drawn into the inflation syringe is to be the same as the predetermined amount of fluid to be delivered or 
injected by the syringe, then the construction shown in FIGURES 11 A and 1 1B accomplishes this goal. 

The stop member 120, 180, 190 is preferably made of a resilient material and manufactured in various 
lengths. The member may be integrally formed, as a retro-fit mechanism or directly on the syringe, or assembled 
from smaller components. As a retro-fit the stop member may have alternative configurations that can be hinged, 
snapped or clipped into place, for example, over the proximal end of the syringe. The retro-fitting is also suitable 
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for providing advantages of the low volume syringe of the present invention to syringes comprising larger diameter 
plunger barrels that preclude the use of a tube 170 in the cylinder lumen 156. 

FIGURE 12 illustrates a dual syringe system that can withstand the initial build up pressure. Although this 
figure illustrates a dual syringe system, this by no means fimits the invention to this configuration. For example, the 
5 high pressure capability syringe system can be incorporated in conjunction with a single syringe system. 

During the inflation of an occlusion or surgical balloon, the pressure in the system adjacent to the syringe 
13 can reach pressures up to 200 psi. This pressure build up is caused by the sudden volume change caused by 
the influx of fluid into the balloon and lines leading to the balloon. The build up pressure will peak initially and then 
dissipate as the pressure disperses through the lines toward the balloon. Eventually, the build up pressure will 

10 dissipate when the balloon inflates. Typically, the build up pressure peaks and then stabilizes within 5 seconds. 
Therefore, the syringe system must be able to withstand the peak pressure for at least 5 seconds. 

In the dual syringe system of FIGURE 12, a large volume or reservoir syringe 110 is attached and in fluid 
communication with a three-way high-pressure stop cock valve 322. The syringe 110 provides the desirable power 
and volume for quickly priming the balloon and any involved lines, lumens, valves, or gurdewire, as well as for quickly 

15 deflating the balloon. A preferred provider of the high pressure valve is Merit Medical Systems part number M3SNP. 
Preferably, the valve is rated to handle pressures of 250 psi. Even more preferably, the valve 322 should be rated 
to withstand a pressure of 500 psi. Luer type couplings extend from ail sides of the valve 322. Preferably the 
coupSng 262 includes an extended engagement area, namely a greater number of threads, to ensure the positive 
sealing between the low volume syringe 13 and the valve 322. Ucewise, the syringe 13 includes a mating, 

20 engagement area to complete the connection between the syringe 13 and the fitting 362. Although not illustrated, 
an O-ring could be incorporated between the mating surfaces of the syringe 13 and the fitting 362 to insure a leak- 
free seal. 

A similar high pressure fitting 364 is located on the opposing side of the high pressure stop cock valve 322. 
As before, this fitting 364 has an extended engagement area, i.e. more threads, to lessen the load caused by the 

25 high build up pressure. Attached to the high pressure fitting 364 is a high pressure fine 316 leading either to a 
needle, an inflation device, or directly to the balloon (not shown in this figure). Alternatively, a needle can be directly 
attached to the high pressure fitting 364. Preferably, the high pressure line 316 is rated to withstand a pressure 
of 250 psi. Even more preferably, the line 316 is rated to withstand a pressure of 500 psi. An example of the fine 
is part number 70078 manufactured by Mallinkrodt. 

30 Still referring to FIGURE 12, a similar high pressure fitting 366 is located on the remaining side of the high 

pressure stop cock valve 322. This fitting 366 preferably is a luer type connector with an extended engagement 
area, i.e. more threads, to lessen the load caused by the high build up pressure. Attached to the high pressure fitting 
366 is a large volume reservoir syringe 110 which has a mating connector at a distal end which mates with the high 
pressure fitting 366 to insure a fluid tight seal. 

35 In addition to providing a highly responsive inflation system for an occlusion balloon the dual syringe system 

also has a variety of other uses. For instance, the system could be used to deliver precise amounts of therapeutic 
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drugs or medicine to the patient. The system may also be used to irrigation or aspiration. Additionally, the system 
can be used to infuse whole blood as is described beiow. 

Typically, whole blood is infused into patients with roller type pumps. One problem associated with this 
type of pump is that roller mechanisms apply a shear stress that often damages the blood cells with the crushing 
5 force of the rollers. The dual syringe system could overcome the problem of damaging the blood by providing a 
hydrostatic pressure that would provide pressure for the transfusion without causing the damaging forces on the 
cells. The blood cells, because of their circular shape, can withstand great hydrostatic pressure and therefore would 
not be damaged. Preferably, the large volume syringe will be used to infuse blood. 

In use, a guidewire or a balloon catheter with the plugging and sealing mechanism of the present invention 
10 is first inserted into a vascular system and advanced to the treatment site. In order to inflate the balloon on the 
distal end of the catheter, a syringe, preferably a syringe of the present invention, is used to deliver an inflation fluid. 
The needle of tha syringe is inserted through the plugging or sealing material into the lumen of the catheter are! 
inject the inflation fluid. At this stage, the syringe can be provided with an injection guide or can be used with an 
adaptor as previously described. After the balloon is inflated, the syringe is removed from the catheter and the 
15 catheter is resealed by the plugging material due to its elasticity. At this step, another catheter can be slid over 
the original catheter without removing the plugging mechanism while keeping the pressure inside the balloon catheter. 

The embodiments of the apparatus and method as described above are provided merely to illustrate the 
present invention. Changes and modifications may be made from the embodiments presented herein by those skilled 
in the art without departure from the spirit and scope of the invention, as defined by the appended claims. 
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WHAT IS CLAIMED IS: 

1. A plug system for a fluid delivery catheter, the catheter having a distal portion and a proximal 
portion and at least one lumen in fluid communication therebetween, the catheter having an outer diameter in the 
range of about 0.01° to 0.041", and an inner diameter in the range of about 0.007" to 0.035", the plug system 

5 comprising a pierceable, self-sealable plug for engaging and sealing said proximal portion of the catheter in such a 
way that the maximum outer diameter of the plug does not exceed 140% of the outer diameter of said catheter. 

2. The plug system of Claim 1, wherein the plug is molded into the open end. 

3. The plug system of Claim 1, wherein the plug is pre-made and glued onto the open end. 

4. The plug system of Claim 1, wherein the catheter has an outer diameter in the range of about 
10 0.01 n to 0.021", and an inner diameter in the range of about 0.007" to 0.017". 

5. Hie plug system of Claim 1, further comprising an injection guide having an aperture for receiving 
the open end of the catheter, and a syringe having a needle for penetrating the plug and delivering an inflation fluid 
to the lumen, wherein the aperture of the injection guide is positioned surrounding the needle so that the injection . 
guide will guide the needle to the plug. 

15 6. A low profile fluid delivery and sealing system for a catheter with a lumen, comprising a pierceable 

and self-resealabla member sealabry coupled to the lumen at a proximal end of the catheter forming an assembly, 
wherein the transverse cross sectional area of the assembly as viewed along a longitudinal axis of the catheter does 
not exceed 150 % of the original traverse cross sectional area of the catheter, and that the lumen is accessible 
through the member. 

20 7. Hie system of Claim 6, wherein the catheter has an outer diameter in the range of about 0.01" 

to 0.041", and an inner diameter in the range of about 0.007" to 0.035". 

8. The system of Claim 6, wherein the catheter has an open end at its very proximal end, the 
member has a cylindrical body and a flange extending from the periphery of the cylindrical body along a longitudinal 
axis of the cylindrical body, wherein the flange defines a space for receiving the open end of the catheter, and the 

25 thickness of the cylindrical solid body as measured along the longitudinal axis is large enough to provide a good 
sealing after a needle is inserted through and removed from the member. 

9. The system of Claim 8, wherein the thickness of the flange does not exceed 0.005". 

10. The system of Claim 6, wherein the catheter has an opening on its side wall near the proximal 
end, and the opening is covered and sealed by the member, wherein the member comprises a sealing membrane with 

30 a thickness less than 0.005". 

11. The system of Claim 10, further comprising en adaptor for guiding a needle to the opening, 
wherein the adaptor has a locking mechanism for holding and positioning the adaptor onto the catheter, and a guiding 
channel aligned with the opening for guiding the needle to the opening. 

12. The system of Claim 6, wherein the member comprises a tube connected to the catheter at its 
35 two ends and forms a portion of the catheter. 
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13. The system of Claim 6, further comprising a syringe for injecting a predetermined amount of fluid 
into the catheter, wherein the syringe comprises: 

an elongated cylinder forming a lumen and having a proximal end and a distal end, a finger stop 
formed about the proximal end and extending outwardly from the lumen # the distal end adapted to attach 
5 to a proximal portion of the catheter; 

a plunger for use in the cylinder and having a shaft with a disk provided at a proximal end and 
a piston provided at a distal end of the shaft, the disk having a diameter larger than a diameter of the 
shaft, the piston having a diameter substantially the same as a diameter of the lumen of the cylinder; 

a barrel provided proximal the finger stop at the proximal end of the cylinder, the barrel having 
10 a length and a longitudinal channel formed therethrough, the channel having a diameter sized to receive the 

shaft of the plunger; and 

a tube provided at a proximal end of the lumen, the tube having an outer diameter less than the 
diameter of the lumen and an inner diameter forming a longitudinal channel, the inner diameter sized to 
receive the shaft of the plunger; 
15 wherein the tube has a length for limiting the proximal travel of the plunger and thereby limiting 

a maximum volume of fluid that can be contained in the syringe, the barrel having a length for limiting the 
distal travel of the plunger and thereby limiting 8 maximum volume of fluid that can be expelled from the 
syringe. 

14. The system of Claim 13, further comprising an injection guide having an aperture for receiving the 
20 open end of the catheter, wherein the aperture of the injection guide is positioned surrounding the needle of the 

syringe so that the injection guide will guide the needle to the plug. 

15. The system of Claen 6, further comprising a dual syringe system for delivering fluid into the 
catheter or removing fluid therefrom, wherein the dual syringe system comprises: 

a tow volume syringe; 
25 a large volume syringe; 

a high pressure valve assembly; 
a high pressure fluid conduit; 
wherein said high pressure valve assembly is in fluid communication with said low volume syringe, said large 
volume syringe and said high pressure fluid conduct, and selectively allows fluid communication between; 
30 a) said large volume syringe and said low volume syringe, or; 

b) said low volume syringe and said high pressure fluid conduit, or; 

c) said large volume syringe and said high pressure fluid conduit. 

16. A method for inflating/deflating a balloon on a guide catheter and exchanging a treatment catheter, 
the guide catheter having an opening connected to a lumen in fluid communication with the balloon, comprising the 

35 steps of: 

a) providing an elastomeric member to seal the opening of the guide catheter; 
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b) providing a syringe with a needla; 

c) inserting the needle into the tumen through the elastomeric member and the opening of 
the guide catheter so as to establish fluid communication between the lumen and the syringe; 

d) injecting a fluid into the lumen to inflate the balloon; 

5 e) removing the needle to allow the elastomeric member to self-seal so that the balloon is 

kept inflated; 

f) advancing a treatment catheter to or removing a treatment catheter from a treatment 
site over the guide catheter. 

17. The method of Claim 16, wherein the treatment catheter has an inner diameter in the range of 
10 about 0.007-0.035°. 
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(57) Abstract 

A plug system for a low profile hollow catheter or other guidewire or balloon catheter, which catheter (1 1) has a distal portion and a 
proximal portion and at least one lumen (I la) in fluid communication therebetween. The catheter (11) further has an outer diameter in the 
range of about 0.01" to 0.04" and an inner diameter in the range of about 0.007" to 0.035". The plug system comprises an elastomeric plug 
(10) for engaging and sealing a proximal open end of the catheter in such a way that the maximum outer diameter of the plug (10) does not 
exceed the outer diameter of the catheter (11). A low profile fluid deliver)' and sealing system for a catheter (11) with a lumen (11a) 
comprises a pierceable and self-resealable member (10, 30, 40, 50) sealably coupled to the lumen at a proximal portion of the catheter (11) 
forming an assembly. The transverse cross sectional area of the assembly as viewed along a longitudinal axis of the catheter (11) does not 
exceed 1 50 % of the original transverse cross sectional area of the catheter (11). 
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1. Claims: 1, 2-5, 6, 7; 6, 8, 9 

1.1 Claims 1-5,6,7: A plug system for a fluid delivery 
catheter comprising a piercable, self-sealable plug. 

1.2 Claims 6,8,9: A fluid delivery system for a catheter, 
comprising a piercable, self-sealable member having a flange 
for receiving the open end of the catheter. 

These subjects have been searched. 



2. Claims: 6,10,11 

A fluid delivery and sealing system for a catheter having an 
opening in a side-wall, comprising a sealing membrane. 



3. Claims: 6,12 

A fluid delivery and sealing system for a catheter 
comprising a piercable and self-resealable tube connected to 
the catheter at its two ends and forming a portion of the 
catheter. 



4. Claims: 6, 13-15 

A fluid delivery system for a catheter comprising a syringe 
system. 
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Box I Observations where certain claims were found unsearchable (Continuation of Item 1 of first sheet) 



This International Search Report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons: 



Claims Nos.: 16*17 

because they relate to subject matter not required to be searched by this Authority, namely: 

Rule 39,l(iv) PCT - Method for treatment of the human or animal body by 
therapy 



Claims Nos.: 

because they relate to parts of the International Application that do not comply with the prescribed requirements to such 
an extent that no meaningful International Search can be carried out, specifically: 



10 



3. I I Claims Nos.: 

— J , thoy m dependent claims and are not dratted in accordance with the second and third sentences of Rule 6.4(a). 



Box II Observations where unity of invention is lacking (Continuation of item 2 of first sheet) 



This International Searching Authority found multiple inventions in this international application, as follows: 



1 . I I As all required additional search fees were timely paid by the applicant, thi3 International Search Report covers all 
I ■ searchable claims. 

2. \^\ As all searchable claims could be searched without effort justifying an additional fee, this Authority did not invite payment 

of any additional fee. 



3. I I As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
' ' covers only those claims for which fees were paid, specifically claims Nos.: 



4. H 71 No required additional search fees were timely paid by the applicant. Consequently, this International Search Report is 
^""^ restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 

1-9 



Remark on Protest | [ The additional search fees were accompanied by the applicant's protest 

| | No protest accompanied the payment of additional search fees. 
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